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50 mL
NDC 51672-1293-3

Clobetasol Propionate

Topical Solution

USP, 0.05%, | ¢ -
) l o S

FOR USE ON THE SCALP.

FOR EXTERNAL USE ONLY.
NQT FOR QPHTHALMIC USE.

Rx only

CONTAINS: Clobetasot propionate 0.05% (0.5 mg/g) m a base
compagsed of puritied water, isopropy! alconol (39.3%), car-
bomer 934P, and sodium hydroxids.

USUAL DOSAGE: Ses package insert for full prescribing infor-

mation.

Stare in tight containers.

Stors at controlled room temperature 15°-30°C (59°-86°F)
00 oot refrigerate.

Do not use near an open flame.

See bottom for tot number and axpiration date.

Keeg this and ail medication owt of the reach of children.
M1d. By: Taro Pharmaceuticals inc.

Bramaiea, Ontario, Canada L8T 1C3

Dist. By: Tare Pharmacyuticais U.3.A., Inc.
Hawthome: NY 10532  Made in Canada.  PK-2506-0
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50 mL
NDC 91672-1293-3

Clobetasal
Propionate
Topical

Solution USP,

0.05%

FOR USE ON THE SCALP.
FOR EXTERNAL USE ONLY,
NOT FOR OPHTHALMIC USE.

Rx only

Mtd. By:
Taro Pharmaceuticals Inc.
Bramalea, Ontario. Canada L6T 1C3

Dist. By:
Taro Pharmaceuticals U.S.A., inc.
Hawthorne, NY 10532

Made in Canada.
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| COMTAIMS: Clobetasol propi-

{ onate 0.05% (0.5 mg/g) n a

| base composed ot punfied -
. waler,  isopropyl  aicohol
| (38.3%). carbomer 934P. and °
| sodium hydroxide.

50 mL
NDC 51672-1293-3

} USUAL DOSABE: See package
| insert for full prescribing infor- ;*
] mation.

| For lot number-<and expiration

Clobetasol
-
Proplonate ! date see box flap or bottom of
- bottle.
Toplcal Store in tight cgmam-?_rs.
- Store at controlied room tem-
smutmn USP’ perature 15°-30°C f59°-86°F).
0.05%

0o nat refrigerats. = ., -
Do not use near an *en&lama

Keop this and all medication
out of the reach of children.

FOR USE ON THE SCALP.
FOR EXTERNAL USE ONLY.
NOT FOR OPHTHALMIC USE.

Ax only
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Clobetasol Propionate Topical Solution USP, 0.05%
(Potancy expressed as clobetasol propionate.) Px-2508-0

‘For Topical Use. Not for Ophthaimic Usa. 000

DESCRIPTION: Clobetasol Propionate Topical Solution USP, 0.05% contains the active com-
pound clobatasol propionats, a synthetic corti , for topical gic use. Clob
an analog of prednisolone, has a high degree of gucocowcdd activity and a siight degree of

; minaeralocarticoid activity.

Cheagmicaily, clobetasol propionate is 21-chloro-8-fuoro-114, 17-dihydxy- mey!prowu
1.4-diane~3.20-dlone 17-propionate, and it has the lollowing structural formua

cHyC
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cwmpmumummmwumca,clm.mammma
4668.98. it is a white to cress cry powder n water.

Clobetasol proplonate topical soutt contains clobatasol . OSthlbaum
posed of purified water, isopropyl aicohol (39.3%). 934 and sod

Y

CLINICAL PHARMACOLOQY: The corticostercids ars a class of compounda comprising
staroid hormones sacreted by the adrenal cortax and thair synthetic analoga. In pharmacolog-

ncdous are used y for their anti<nfk Yy and/or i 00
sive offects. Tapical icis such & ciob . are effactive in the

of cocti f [« boaua of their lmHnﬂummory antiprart-

ic, and actions. ch the phy i, and cilnical

eﬂmdmommrdamulnm mu-amumﬂummumu
aase are uncertain.

Clobatasol propionate, & corticastercid, has been shown 1o have topical (dermatologic) and
systemnic pt and effects of this class of drugs.
wmmm«nd of topice) cortk ida, including

10b L} l ‘bymmyfnc(on.lndudnqhovnhuo the integrity of the
apidarmal oamnr. and the use of occiusive drnamgs (soe DOSAGE AND ADMINISTRATION).

As with all topical cor can be rbed from nomal intact
skin. lmmmmuumvmnmhmwnmnmm
absorpion. Ocdusive dressings substantially incresse the percutanecus absomton of topical

_ carticostaroids (see DOSAGE AND ADMINISTRATION).

Once absorbed through the skin, topical cor enter pi pal ys sim-
ilarty to syaamlcaw admintstered icis, C are bound to plasma proteins
in varying o are p y in the liver and are then excreted
bymokimmSmdhtoww de, incuding ciobetasol propionsts and its
m are also lmo the bile. .

Followt tad ication in the treatment of scalp psortasis, there is some
avidence mnt dotmnd pmpiarmo topncal noluﬂnn has ma polanw to depreas plasma cortl-
sol lavels in some uauanu } ., hy DIt y-adrenal (HPA} axia effects pro-
ducad by sy d t prap have been shown to be transient and

ravacsible upon compleuon of a two-week eoum of treatment.

INDICATIONS AND USAGE: Clobetasal propionate topics! solution is indicated for short-term
topical treatment of y and pruritic H ol m to severe
laroig-responsive dermatosas of the scalp. Ti d 2 itive weeks is not rec-
ommended, and the tatal dosage mwldmnxmodﬁontp«mmmdh potentiat
for the drug to suppresa the HPA axis.

This product is not for uae in children under 12 ysars of sge.

CONTRAINDICATIONS: Clobetascl propionate topical solution is contraindicated in patients
Mmpmmrylﬂocuaudmm ammﬂmmmmmmdﬂntompm
onate, other de, of any ing in this prep

PRECAUTIONS:
Generat: Clobetssol propionate is a highly potent topical corticostarvid that hes been
shaown t0 suppress the HPA axis at doses as law as 2 g (of olntment] per day. Systamic

bsonption of topical icda has In reversibia HPA axis suppression, manifas-
tations of Cushing's sy , hyparglycemia, and gi rta in some p.
Conditions that augr Baorpth Mmunmdmmpamm

ticosteroids, mmrurmwﬂwm prolonged use, and the addition of occtusive drese-
ings. Tharetore, patients receiving a large dose of a potent topical steroid applied 10 @ large sur-
(ace’areq should be evakiated p for evidk of HPA axig suppression by using the
uthuyfrnmﬂhdaMAcmmthntmlfHPAuhnwwmhmnd,mmm
shouid be made t0 withdraw the drug, 1o reduce the frequency of appiication, of to subetitute a
lass potent steroid.

' Rmuﬂﬂmmmummmwummmdn
cnug. Infrequently, signs and symp of sterold May accus, requining supp

ta) aystemie cortcontenolds.

Chiidreq may edsorh prop Hy larger mts of topical corticosteroids and thus be
'mmmﬂbhmmmdty(mPﬂECAUﬂONs Podnrlcwn).

it (rritation ops, topical hmﬂdb‘ and epocopriate th
inatitted, is possible it topical achu !homllthl!

should occur, Imuwmdmmmammdtmrum

1t the infl y lesion the use of an appropriate entifungal or antibac-
terial agant should be instituted. If a favorable responss doss POt occur PrOmPty, the COMICOs-
teroid should be discontinued untit the infection has been adequatsly controlied.
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Although clobetasal propionate topical solution is intenced for the treatment of inflammatory
conditions of the scaip, it should be noted that certain areas of the body, such as the face, groin,
andg axillae, are more prone to atrophic changes than other areas of the body following treat-
ment with conicosteroids. Fraquent obsarvation of the patient is important if these areas are to

- "be treated.

As with other potent topical corticosteroids, clobetasot propionate topical solution shouid not
be used in the treatment of rosacea and perioral dermatitis. Topical corticosterokis m general

" should not be used in the treatment of acne or as sole therapy in widespread plaque psoriasis.

Information for Patients: Patients using cicbetasal propionate topical sbiution should raceive
the following information and instructions:
1. This medication is t0 be used as directed by the physician and shouid not be used longer
than the preacribed time periad. it is for extemal use only. Avoid cortact with the eyes.
2. This medication shouid not be used for any disordsr other than that for which it was pre-
scribed.
3. The treated skin area shouid not be bancaged of Otharwise Coversd Of Wrappacs 8o as to be
occlusive.
4. Patents should report any signs of local adverse reactions (o the physician.
Laboratory Tests: The following tests may be heiphu in evaluating HPA axis suppression:
Urinary free cortisol test
ACTH stimulation test
Carcin is, M is, Impairment of Ferttiity: Long-term animal studies have not
boenpoﬂonnoatoovwatomccardnoqenicpmwﬁdumomdmnmwdwm
costeroids.
Stuctes to dctomino mutaqenidty with predniscione have revesied negative resutts.
Pregnancy: Terstogenic Effects: Preg Category C: The more potent corticosteroids
have been shown 10 be teratogenic in animals ahar dermal ton, Clob
has not boon tested for teralogonlcny by this route; however, it is apsorbed oommwdy and
when admin it iy it was & significant teratogen in both the rabbit and the
mouse. Clobetasol propionate has greater teratogenic potential than stercids that are less
potent.
There are no adequate and weil-controlled studies of the mmtoqnnlc sftects of tooimly
lied cortl including clob: i, In pregnam
other topical corticostaroids shouid be used during pregr on!yrnm, bmﬂﬂuld-
mmpmmwmmnhmlndmoywouldndbeuodsnmtympwmpaﬁms.
in large amounts, or for prolonged periods of time.
mnhqmmnurmummmmw administration of corticosterolds coukd result
in sufficient P to producs ¢ bie quantities in breast milk. Systemically
ammmmmmamtodlmobmslmuklnqumﬂﬂunoumwnnwaddo-
terious effect on the infant. Nevertheless, caution shouid be exercised when topical corticos-
tercids are prescribed for & nursing woman.
Podiatric Use: Use of clobetasol propionate topical solution in chiidren under 12 years of age
is Ot recommended.

Pedistric psth greatar tbilty to topical corticosteroid-
munwwmr Q's than b
dnhwuhlmmmbodywmm

HPA axis suppressi Cu.lhhg‘l.y- . and ial hypertansion have been repon-
od in children iving topical ids. Manifestations of adrenal suppression in chil-
dren inciude linear growth retardation, oalayedwmgnh bwpllunlcoruaoliweh.and
ahsance of response to ACTH stimulation. k ations of in YP 1 inctude

buiging fontanelies, headaches, and bilatsral papilledema.

ADVERSE REACTIONS: Clobetasal p topical solution is generally well tolerated when
used for 2-week treatmant perods.
mmmmmmwmumnmmmmnmummnm
been local and have included buming and/or stinging d in app
matsty 10% of the patients; scaip pustuies, which occurred in app y 1% of the p: ta;
and tingling and folliculltis, sach of which occurred in 0.7% of the patients. Less frequent
adverss svents were itching and tighiness of the scalp, dermatitis, tendemaeas, headache, hair
loss, and eye imtation.
The

g local ach i are reported infrequently when tapical corticostercids
are used a8 ded. These rsactions are listed in an approximately decreasing order of
occurence: buming, ltching, irritation, dryness, falticuiils, hypecrichasis, acnetform sruptions,
hypopigmentation, perioral dermatitis, uhvceomndd-mﬂh maceration of the siin, sec-

m:ywmmam sirias, and millada. S . ption of topicat ida
d reversible HPA axis sup i of G g'e sy , hyper-
and g in some p lnrn.ri {or with of treat-
monl)d, i with ide is thought to have the dk of provoked
the pustdar form of the disesse, 30 careful patient suparvision is recommended.
WLTMWWWmmwb.mhm
to p ystemic eflects (see PRECAUTIONS).

‘ooamlmn ADMINISTRATION: Clobstasol Propionate Topical Solution USP, 0.05% should

be appiied (o the affected scalp araas twice dally, ance in the moming and once at night.

Clob ol topical solution s potent, there must be fmited to 2
Mmmmmmaomnmmmum
Ciob pr topical stion is not to be used with occiusive dressings.

HOW. SUPPLIED: Clobetasol Propionate Topical Sohution USP, 0.05% is suppfied in piastic
squiezs botties, 23 mi, and 50 mL

Store in tight containers. Store st room temp 15°-30" (99"-88°F). Do
not refrigerats. Do not usa near an open flgme.

Rx only.

Mid. by: Taro Ph Inc., B Ontado LBT 1C3

Issued: February 1998 PK-2808-0
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- Clobetasol Propionate Topical Solution USP, 0.05% -
—— {Potency expressad as cicbetasol propionate.) Px-25084
- o "For Topical Use. Not for Ophthaimic Uss. 000

DESCRIPTION: Cicbetasal Propionats Topicat Sclution USP, 0.05% containa the active com-

pound ciobetasol propionats, a synthetic corticostarcid, for topical ic uss. Cob N
. an ansiog of pradniscions. has a high degres of glucocorticoid amryancusngmongruot
- . mmornlooomwd activity.

N Oh i3 21-chloro-9-fuoro- 114, 17-dihydmoxy-188-metryipregna-
e 1 a-clom-azo-am 17-pfop|onnta andg it has me foilowing structural formuia:

CH,Ct
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Clobetasoi propionats has the molecuiar formula CuHnCIFO, and a molecular weignt ot
466.98. ltl:cwhknoaoun—cdoroduynmlnopmnmdwblnnm

Clobetasot propionate topical sowtion 0.5 mg/g n a base com-
poaesd of purthed water, isopropyt aicohat (39.3%), carbomer D:MP and sodium hydroxdde.

CLINICAL PHARMACOLOGY: The corticostercids are a class of compounds comprising
starold hormones sacretad by the adrena) conex and moir synthatic ansioge. In phamacoiog-
ic doses, corticosteroids are used primanily for their ant-infl y and/or ’
sive eftects. Topical cor ids such as propionata are effactive in the rrntmnm
of cor SpONST P iy b ot their anti Y. antiprurt-
ic, and ctive actions. H , while the physiologic, pharmacologic, and clnical
oftects of the corticsteroids are well known, the axact machanisms of their actions in sach dis- ;
ease are uncarntain,
Clobetasol pmpbmato. a conicostercid, has been shown to have topical {Sermatologic) and
ang m aftects of this ctass of druge,
Wommmmd ption of topical hudh =
. mbymny'acmmwdngmovoﬂdc moln ntyouho
epidermal barrer, and the use of coclaive drudnga (see DOSAGE AND ADMINISTRATION).
As with all topica) cortk from nomad intact
skdn. lnﬂmﬂmnndoromordbuupwhmwnmylmm
ive dressings s y ncresse the percutanecus absorption of topical
connomrom (see DOSAGE AND ADMINISTRATTON)
Oncs absorbed through the skin, topical cor ide enter pi p y$ sin-
flarty to sy ly acmir icts. Cor are bound 10 plasma proteins
in varying degr Cont ids are lyhﬂnwlmmmm-mntod
by the kidneys. Some of the topical . 9 i proplonste and its
m ites, are abo imo the bile.

Foll " "

Mo LW, 1y
-

inthe 1t of scalp there is some
ev:donco mm do!muol propionate !oobﬂsouﬂmhas the potential o depress piasma cort-
30l lavels in some pal . H , hyp y {HPA) axis sftecis pro-
ducad dy sy bsorbed N proph 18 have been shown 1o be transient and
rmmmwmmmﬁmdnmo-wn course of treatment.

INDICATIONS AND USAGE: Clobetasal propionate topical soiution is indicated tor shoft-term
topical treatment of inflammatory and prunic manitestations of moderate [0 severe corticos-
tarcic-responsive dermatoses of the scalp, Ti 2 weesia is not rec-
ommended. wmwmmmmaxmwuwmmmdwm
for the drug 10 suppress the HPA axis.

This product 1s not d for use In under 12 years of age.
CONTRAINDICATIONS: C) ol prop topical Is contreir in pal
with primary infections of the scalp, or in p who are hy to clob i propi-
onate, other cor or any ingr in this prep.

Paacw'non&

ph u.mmwwnmm
mummummawmumuuw

ption of topical coet . mmumnmmnmwwpmmm-
tations of C: o's 5y hypergly and gh ria In some patients.
Conditions that _ ption inciude the appiication of the more potent cor-

wmmmumm-mpwmmm-mamm
% < Ings: Thereiore, patients receiving a large dose of a potent topical steroid appiled 10 8 large sur-
- . lace area shouid be for evi of HPA axis suppression by using the
uMMWNAWWWWI'H%&WHMMMW
E shouid be made to withdraw the drug, to reduce the irequency of sppiication, or to substitute &
i lesy potent steroid.
Recovery of HPA axis function is generally prompt and compiete upon
cmmwmwwmdnmmwmwmwm
cormcosteroide.
= bt Cnummynbwrb wally larger of topica) corticostercids and thus be
mmmmmmwvy(mmecmnons Pecainic Use).
nlmwkn 0p3, topicel cort ids shouid be dscontinued and eppropriate therapy
i . is ible i Ck topical solution contacts the eye. it that
shanwlmm&whﬁmuhommcwmmdmrum
It the Inlammatory lesion becomes infectad, the use of an sppropriate sntifungal or antibac-
teriat agent should be instituted. it a lavorabl response does NOt OCCUr Promptly, the COMcoe-
teroid should be wed until the inf has been

Qatwy




T Although b topical sokstion ta intended tar the treatment of inflammatory
-l oondmonadthoswp.nwdbenotodmtumn areas of the body, such as the face, groin,
- -, . and axilae, are more prone to atrophic changes than other areas of the body following treat-

- maent with corticoateroids. Frequent observation of the patient is important if these areas are to
- be treated.
As with other potent topical cortic ids, clob | propi topical soiution shouid not

.be usad in the treatment of rosacea and perioral dermatitis. Topical corticosteroiis in general
" shouki not be used (n the treatment of acne or as sole therapy in widespread plaque paoriasis.
..« Information for Pstients: Patients using clobsetasal propionate topical sdlution should receive
;T the lollowing information and instructions:
1. This medication is to be used as directed by the physician and shouid not be used longer
than the prescribed §me pericd. (it is for axtemal use only. Avoid contact with the eyes.
2. This madication should not be usad for any disorger other than that for which it was pre-

scribed.

3. The treatsd skin arsa should not be bandaged or ctherwise covered or wrapped 50 as to be
occiusive.

4. Patients shouid report any signs of local adverse reactions to the physician.

Laboratory Tests: The following tests may be heiphul in evaluating HPA axis supp
Urinasy fres cortisol test

ACTH sumuinuon test
Carcinog 0 i lmmdhvﬂlrl-mg—(mmmmdahmna
been performed to the Qenic p or the eftect on fertlity of topical cortl-
costercids.

Studos to d-tom'lno mutagenicity with prednisoione have reveaied negative resuits,

éc Effecta: Pregr Categ ,&mmnoummmm

navoboonshom tobowratogsnk:ln amman after dermat g propi
has not been tested for teratogenicity by this routs: h . it is absorbed p Y. and

when administered subcutaneously it was & significant lomtoosn in bath the rabbit and the
mouse. Clobetasoi propionats has greater tarstogenic potential than steroids that are less

potent.
Thers are no adequate and weil-controlled studies of the mmogmlc oftects of toplaly
appled corti ide, induding i, in ] Th

ather topical wmummmmuadmm prognancy only H the potential banefit lustl-
fies the potential risk 1o the fetus, and they should not be used extonsively on pregnant patents,
in Jarge amounts, or for profonged periods of me.

Nursing Mothers: it is not known whether topicat adr o ics could result
in sutficient systomic Y to pi quantities in breast milkk. Systsmically
dds ane Into breast milk In quantities not likaly 1o have a dele-
lenounoﬂoaontholnflm.Nmm.buawﬁmmwldbooxomodwnmwm
tercica are p d for & nursing
PodmﬂoUu:u;.duobompmoiormowpuwuﬁmhchudmmnzymdnm
is not recommended.
Pediatric may o greatsr aptihiity to top corth oid-
induced HPA axis suppression and Cushing's syndrome than path b
of a larger skin mutace area to body weight ratlo.
HPA axis suppression, Cushing’s sy lnd- lal hryp lon have been report-
ed in children ring topical s of § Supp! in chil-
dren inciude Hnaugmwmrumuaua\ ddlyodwmaah Iowplameomao“cvob,nnd
absencs of resp to ACTH stimutati § hypertension include
buiging for fles, M ches, and bl papr

ADVERSE REACTIONS: Clobetasol propionats topical solution is generaly wei! tolerated when
usad for 2-week treatment perods.

The mast frequent events rep for 4 propk topical solution have
been local and have inciuded buming and/or stinging tion, which d in approwd
mately 10% of the patients; scalp pustules, which occurred in approximately 1% of the patients;
and tingilng and foiliculitts, sach of which occurred in 0.7% of the patients. Lsss frequent
agVerss Avents wers fiching and tightness of the scaip, dermatitis, tendemass, headache, halr
loss, and eye imation.

mmmumm reactions are reported infraquenty when topical cortioostecoids
are usad as d These resct mlmodhanwpmxmlmymunoomrd
ocgurence: buming, itching, irftation, dryness, foilicuiitis, hyper

hypopigmentation, perioral dermatitis, unmmammmamumdmw 80~
onda.rywmm skin atrophy, strize, and millaria. S of topical cor

has p d ible HPA axis 0P mar of C gs sy hyper-
glycemia, and git in some p tn rare r {or of treat-
men) of p s with ias ls thought to have d the ¢t Of provok

the pushsar form of the disease, 30 careful patient supervision is recommended.

OVERDOSAQS: Topically appied dion can be ab in sufficient
¢ R M 0 producs lymmc ofiects (see PRECAUTIONS)

. DOSAQIANDADMNB‘I‘MTION:MM Propionats Topical Solution USP, 0.05% should
- be applied to the affected scaip areas twice dally, oncs in the MOMINgG and once at night.
Clabetasol propionats topical solution is potent, therefore, treatment must be Smited to 2
. MMNMMM&an“MMMM
propio DC: rtion is not to be used with occhusive dressings.

HOW SUPPLIED: Clobetasol Propionate Topical Salution USP, 0.05% is supplied In plastic
i - queezs bottes, 25 mi. and S0 mi.

Store In tight containers. Store at controlied room temperaturs 15°-30° (30°-88°F). Do
not refrigerste. Do not use nesr an open flame.
Rx only.

Mtd. by: Taro Phanr i Inc., Ontario LT 1C3
Issuec: February 1998 PK-2508-0




